Background: Community consultation is increasingly recommended, and in some cases, required by ethical review boards for research that involves higher levels of ethical risk such as international research and research with vulnerable populations. In designing a randomised control trial of a mental health intervention using a wait list control, we consulted the community where the research would be undertaken prior to finalising the study protocol. The study sites were two conflict-affected locations: Grozny in the Chechen Republic and Kitchanga in eastern Democratic Republic of Congo. Methods: Group discussions with a range of community members were held in both study sites. Facilitators used a prepared set of questions to guide the discussions and to solicit feedback on the value of the research as well as on the study design. Specific questions were asked about enablers and barriers to participation in the research. Results: Six groups were held in Grozny and thirteen in Kitchanga. The majority of individuals and groups consulted supported the research, and understood the purpose. In Grozny, the main concern raised was the length of the waiting period. Barriers to both waiting and returning for follow up were identified. In Kitchanga, there was a strong reaction against the wait list control and against randomisation. The consultations provided information on unanticipated harms to the community, allowing changes to the study design to mitigate these harms and increase acceptability of the study. It also served to inform the community of the study, and through engaging with them early, helped promote legitimacy and joint responsibility.
Background
Community engagement is an increasingly common requirement for research initiatives and community consultation is a key component of an overall strategy for community engagement. Community consultation is often used in the scenario of emergency research, where it is a regulatory requirement when individual consent is waived [1] . This has lead to a number of publications on community consultation on the specific issue of waived consent. However community consultation is valuable at all stages of research and is particularly relevant in international research and where research participants are recruited from vulnerable groups. Médecins Sans Frontières' independent ethics review board stresses the importance of considering community values and culture when doing research, and consulting the community on the research design and implementation [2, 3] . The newly proposed Research for Health in Humanitarian Crises (R2HC) framework includes the quality of community engagement as a parameter for the funding committee to consider in reviewing research protocols [4] . Further, it is increasingly recognised that community engagement is not just an ethical requirement, but is critical to the success of the research implementation and of adoption of the findings once completed [5] .
Community consultation may take many forms. Examples are surveys including random digit dialling and web-based surveys, focus groups, individual interviews, community information meetings, discussion groups, and community advisory boards [6, 7] . A systematic review of results of community consultations done in the setting of research with waived consent, suggests that interactive methodologies (e.g. focus groups, community meetings) are likely to result in higher acceptance rates of the research than less interactive methodologies such as surveys [7] .
A recognised challenge in all activities aimed at engaging community is in defining what and who the community is and who has the legitimacy to speak for that community [5, 6] . The lack of clear guidance on both methodology for community consultation and issues of community representation highlight the need to document case studies of community consultation in order to demonstrate feasibility, evaluate their impact and develop best practice guidance [5] .
Médecins Sans Frontières (MSF) provides medical humanitarian assistance to people in crisis. Psychosocial and mental health interventions are commonly implemented in response to populations affected by conflict and violence. Individual counselling using lay or academically trained counsellors aims to improve functioning and alleviate psychological distress. The approach has been described elsewhere [8] and follows international guidance for intervening in humanitarian settings [9] . In view of the size and importance of our mental health interventions, we planned an effectiveness study with the primary objective of determining if our intervention improves functioning and reduces distressing symptoms. This evaluation followed a review of routinely collected data for the MSF Operational Centre Amsterdam mental health programs, which suggested that the intervention approach required adaption to the context and population served [8] . We were also well aware that, like most psychosocial and mental health interventions used in humanitarian settings, our intervention model had not been formally evaluated for effectiveness.
Since symptoms of mental distress as a consequence of acute exposure to violence often improve with time, use of a control group avoids inflating the impact of the intervention. The challenge comes in designing a suitable control group. Often a wait list control is used in a stepped wedge design, in order to ensure that both groups receive the intervention under study. However in our case, clients are not routinely subjected to wait lists. Nevertheless given that the intervention itself has not yet been shown to be effective, we considered that imposing a wait list could be a reasonable choice. We decided on a design whereby new clients would be randomised to either receive immediate counselling or be on a wait list for three months. In order to ensure those on the wait list would not be denied evidence-based treatment, all those consenting to be in the study would be screened for major psychiatric disorders and suicidal ideation. Either of these conditions would result in immediate medical referral and treatment. In addition, all participants regardless of randomisation would be offered psychological first aid, an intervention that is widely recommended [10] [11] [12] . We also planned monthly contact with the wait list controls to ensure there was no new development of high-risk signs and symptoms. There were two sites for the study: an urban setting in Grozny, Chechnya and a rural setting in Kitchanga, North Kivu, Democratic Republic of Congo (DRC).
Given the potential risks with the study design and the additional ethical risks of conducting mental health research in vulnerable populations [13, 14] we decided to consult the community prior to finalising the study design and submitting the protocol to ethical review. We defined community consultation as a two-way communication between the researchers and the community. Community discussion groups were chosen as the methodology on the basis of their potential to facilitate exchange of information needed to build comprehension, the ability to reach a broad representation of the diverse community where the studies were to be held and feasibility. The main purpose of the consultation was to receive feedback on the acceptability and feasibility of the study design. In addition, we aimed to inform the community of the study in order to promote participation and ensure understanding of the study in the community.
We describe the methodology we undertook for this community consultation, and report on the results and how they influenced the final study design. Finally we attempt to evaluate the results achieved based on an ethical framework.
Methods

Setting
Kitchanga is located in eastern Democratic Republic of Congo in the province of North Kivu. The region has suffered from more than 20 years of violence and conflict along with frequent displacements of the population. The violence is often inter-ethnic, with frequent instances of civilians being targeted and high rates of sexual violence. The town of Kitchanga (population 97,000) is at a crossroads in the frontlines amongst the various armed groups. It hosts two camps for internally displaced persons (IDPs) that are separated on the basis of ethnicity. Literacy rates in DRC are 61.2 % [15] but expected to be much lower in Kitchanga due to the years of conflict. At the time of the consultation, mental health services were delivered in the MSF supported health centres in the IDP camps, as well as at a centre for sexual violence survivors in the town of Kitchanga. Referrals came from medical services and community outreach. MSF has been working in North Kivu to provide free primary and secondary health care since 1991 and has strong networks and acceptance in the community.
Grozny, the capital of the Chechen Republic, has undergone two wars from 1994 to 1996 and 1999 to 2000. The second war was followed by a period of insurgency, which officially ended in 2009. Since then Grozny has been largely re-built and the standard of living has improved for many. However the on-going low-level insurgency means that violence or the threat of violence remains a reality for the population. Literacy rates are not reported for Grozny separately, but the Russian Federation reports a rate of 99.7 % [15] . MSF has been working in Grozny (population 600,000) since 1992, and currently focuses on mental health interventions and a Tuberculosis programme. The outpatient mental health services are based in three hospitals in the Grozny area, and receive referrals from the emergency department as well as self-referrals from the community. Security conditions have only allowed regular presence of international staff in Grozny since early 2012.
Selection of groups
The community was defined broadly to include medical professionals, key community members (religious and civil leaders, men/women's groups) as well as the target patient population. In both sites, groups were purposely identified based on this broad definition of community. As MSF keeps a low profile in Chechyna due to security concerns, all groups in Grozny were natural groups drawn from staff and patients attending the three hospitals where MSF works and where the study will take place. In Kitchanga, efforts were made to ensure that key leaders were included as well as members of specific minority groups. Here the composition of groups was also natural, as in the case of the group of religious leaders. Where a natural group did not exist, community health workers identified and asked individuals to be included. Separate groups for men and women were held in Grozny, whereas both gender-specific and mixed groups were formed in Kitchanga. The size of the groups was planned to be 6-8 persons.
Discussion group methodology
Sessions started with a short introduction to MSF, the mental health programme and the background for the study. Opening questions asked about previous knowledge of MSF, its programs and specifically about the mental health activities. Community informants were then asked for their opinion about the value of the research, and more specifically about the study design and the wait list control. Follow up questions explored ideas about how to motivate individuals on the wait list to remain involved and solicited feedback on specific challenges or barriers seen with executing the research in their community. Probing questions were asked when new themes or ideas arose. Efforts were made to engage all the group members in the discussion. In the one large group in Kitchanga, a vocal minority expressed their opinions and the facilitator attempted to elicit any dissenting views. The topic guide is available as Additional file 1. Information and education about the study was shared with participants throughout the discussion to facilitate a two-way exchange of information. The duration for each group discussion was two hours. Resources such as the MSF qualitative methods toolkit were available to the teams to guide methodology [16] .
In Kitchanga, three facilitators were present for each group: one leader, one secretary and an observer. The secretary recorded the main comments and opinions of the participants translating from the local language to French. After each group, there was a debriefing with the facilitators and modifications were made to the transcript. At the end of all the sessions, the mental health officer (MHO) along with two counsellors reviewed and categorized the opinions found in the transcription papers. In Grozny, the MHO led the groups while one translator took notes and a second provided simultaneous translation from Russian to English. We did not record the discussions, as there was a risk that using a tape recorder might cause the participants to be uncomfortable given the insecure context of both settings. The analysis was done as a group activity from the written notes using a descriptive, thematic approach derived from the issues raised in the data.
Ethics statement
The purpose of the consultation was explained to participants, and all participants gave verbal consent to participate. The community consultation took place as part of the ethical requirements for obtaining ethical approval for the trial. As such, specific ethics review board approval was not sought for the work described in this paper.
Results
In Kitchanga, consultations took place over two weeks in March 2012. There were 13 consultations held with community members in the camps, religious leaders, teachers, the camp committee, local leaders, and local MSF staff with a median of six participants per group (range 5-40). One group of 40 was included in Kitchanga. This was the "kumbanyani' or neighbourhood chiefs. To split the group would have created distrust therefore all were included. In Grozny, consultations took place over two weeks in February 2013. Six groups were consulted from nurses, social workers, pharmacy staff and medical patients in the hospital. The median number of participants per group was five (range 4-10). The total staff time required for the consultation in Kitchanga was 195 person-hours. In Grozny, it was 36 person-hours.
On doing the mental health research Kitchanga
There was support expressed for the research and the research question in all groups: 'There is a need for an independent evaluation of outcomes of all projects, especially medical ones'. The minority who did not support the research expressed a number of different concerns. Some felt that the effectiveness of the counselling was already established and saw no need for an evaluation.
Do your superiors believe that your work does not give fruit that is good? Because I know people who are doing well now after having received your support.
It seems you are not sure of what you are doing. We are very happy with what you do and by making the waiting list you will create conflicts in the community.
Others suggested that the question could be answered without a study by using programmatic data or interviewing old clients. Another objection was linked to distrust of non-governmental organisations (NGOs) and/or MSF. There was a suggestion that the research had a hidden purpose: ' …maybe someone needs a sample for his PhD thesis' or 'Is there something wrong with the current intervention that they are not telling us?'
A final concern expressed was the risk of research causing mistrust in the community.
The questions asked by the researchers must be connected with the illness, if not, it will suggest spying by MSF.
MSF must pay attention to the questionnaires. The authorities must also be informed in order that the people did not misinterpret the questions as spying.
Grozny
There was general agreement on the value of the research across all groups:
It is good to do this study and to know about the quality of the work, it can show you what you need to improve or change, what you are doing good or bad.
It will be useful to do it. This way you can improve your work if necessary.
There were no individuals who openly opposed doing the research, however at least one participant did allude to negative reasons for the research when hearing about the control group: 'This person thinks only about his own profit, just to say that he/she did this study and he does not care about people'.
Control group Kitchanga
The control group proposal provoked the strongest reaction. The need for a control group was not well understood, particularly in the community groups. After explanation, approximately two thirds did agree with the control group, with one third remaining strongly opposed. Community leaders and medical staff were more likely to be supportive than the groups composed of community members. A good explanation was seen as critical: 'If you give me explanations, I can wait'. Others stated: 'there should be explanations to show that you will not reject those on the waiting list and that they will have follow up'. It was acknowledged that in any case, each individual would make their own choice to participate or not. The community leader group felt the wait list control was acceptable as long as the exclusion criteria was clear and respected, information shared fully and in an understandable fashion, and the research conducted in a professional manner.
Behind the strong opinions opposing the control group, there were two main themes: the hardship of waiting and the division into groups by random allocation. The three-month time period was felt to be too long but for some, it was deemed impossible to wait even a short period. Parallels were drawn to being ill, and needing medical attention right away: ' If I am sick and I want to be treated, I could not go in the tombola¹ '. Many felt that by waiting to start counselling, it would cause their symptoms to become worse.
Do you think that I could wait the three months without support in the case of your research? I could kill myself or even die in my house.
Some individuals were sceptical of those agreeing to be in the wait group, expressing that anyone agreeing must be ' faking their symptoms' or not really in need.
The randomisation theme centred on the fact that creating two groups would be perceived as a kind of discrimination, even if unintentional. Discrimination or differentiation was seen as a dangerous source of conflicts between neighbours and within families and something that should be avoided in the study. One participant stated simply: 'the tombola is going to be complicated'. Links were made with the current atmosphere of tension and insecurity due to the conflict and the need to avoid even small tensions that could tip the fragile balance.
Does MSF want to create conflicts in the community?
The waiting list will increase the difficulties in the community and a lot of people are going to abandon the programme.
The two groups are going to be compared, and those who are on the waiting list will be jealous of those who are getting care.
In follow up discussions with the counsellors to explore this finding, it was explained that random allocation is linked to a specific perception of random events, namely that chance does not really exist but rather "Fortune" favours its preferred ones. When people are faced with an equal chance of either a good or bad outcome, they tend to accept the challenge, with a secret hope of getting the desired result, without considering the risk of the worst possibility. In the case of a bad result, it confirms the belief that they have been rejected by "Fortune" and are put in disgrace. The mere fact of being put in the control group can therefore psychologically affect the person and affect external perceptions of them.
If I end up on the waiting list, I may think there is something wrong with me and I could say that you are being biased.
Grozny
The initial response of all groups to the control group proposal was that it was too long to ask someone to wait. Some suggested that clients would agree to wait, but then would go see someone else. Others stated that if they are coming for help, they would expect help the same day just as when they come to the hospital and get to see a doctor on the same day. Several people reacted strongly to the idea of a control group, implying that the researchers wanted to humiliate those on the wait list.
People can think that this way you want to humiliate them. It is showing disrespect for them -if they ask for help and you say to wait for three months, it is like they are mice with which you are doing experiments.
How to minimize risk of harm for those in the control group Kitchanga Client groups emphasised the need for on-going contact for those waiting for counselling. This went further than simple support, and included a strong recommendation to ensure that people in the control group must not feel abandoned or forgotten. This appeared to be linked with the negative connotation of 'losing the tombola'. Means to support those waiting were suggested such as social activities, regular contact or visits at home to ensure the individual on the wait list had some support. Several individuals offered to share what they had learned in counselling with their neighbours as a means of helping them get through the wait.
There was agreement with the exclusion criteria designed to ensure that those requiring urgent treatment were not randomised. It was emphasised that these criteria must be explicit and closely adhered to, in order not to show bias.
Suggestions to limit the risk of waiting and to encourage people to stay in the control group focused on good explanations, though it was felt that this would be more likely to work with more educated individuals. The proposal to give psychological first aid at the first consultation was endorsed: 'Probably, it is possible to give one first consultation and ask to wait after that.'
Factors influencing participation and retention Kitchanga
The most frequently mentioned point was the importance of giving good and culturally adapted information about the study in order to facilitate collaboration. In nine out of the 11 non-MSF groups, individuals spontaneously offered help in sensitizing and informing others community members about the study.
We will also help you to explain it to people because we know that the program is important.
One female participant suggested there was a moral obligation to participate in the study.
Often we come to you asking for support, you give it to us, and after we feel better. If you want to do the study, we cannot refuse.
Incentives or compensation for time were rarely proposed as a means to retain study participants despite the heavy reliance of the population on relief goods. When prompted, it was suggested that food rations could be given to compensate for time lost to the study or for being on the wait list. The groups independently agreed that two food rations per month (approximately $10) was an appropriate amount. The risk of people participating only for the sake of the money was raised.
There were mixed feelings about home visits to follow those on the wait list or to remind participants of follow up. Some felt home visits could be an important means of support, while others felt this could be a risk to loss of confidentiality or cause problems with neighbours, depending on the ethnicity of the visitor.
Grozny
The main practical barriers the groups saw to waiting for three months were family barriers, work and transport or money for transport. Family barriers referred to the need for women to get permission from the male members of their household to participate and to leave the house. Money was suggested in all groups as the main way to get people to participate.
If you will pay them they will be involved. The more you will pay them, the more motivated they will be.
The groups did not identify a specific amount of money to compensate participants.
Influence of the findings on the research
The strong reaction of community members in Kitchanga against randomisation and use of a control group even if mitigated somewhat after further explanation, caused the study team to re-think the study design. An alternative was proposed, that of a control village. This would be possible in a village currently receiving visits from the mobile primary health care team, but not yet receiving a mental health intervention. After a threemonth control period, the MH intervention will be introduced and assuming a positive outcome of the study, continued past the study's completion. This alternative, while less scientifically robust, would eliminate the issue of individual randomisation and allocation into two groups within the same community. As well it would not mean a decline in current standard of care for the control group, but rather introduce a new service to the village.
In Grozny there was no explicit concern about the randomisation or potential 'discrimination' between groups that could fuel already existing tensions in the community. All groups raised the difficulty of asking people to wait for counselling. Having received this feedback, the study team decided to review again the wait time and was able to shorten it to two months. This was felt to be more acceptable to the community. As the groups mentioned practical concerns such as loss of time for work and transport costs, it was decided to provide compensation for the time spent on the questionnaires, and to pay travel costs. However as the groups also raised the possibility of undue inducement --'they will come if you pay them but not follow the counselling' as one participant put it-it also highlighted the importance of getting the actual amount at the right level to compensate but not induce participation.
The changes prompted by the community consultation were made to both study protocols, and subsequently approved by the MSF Ethics Review Board (ERB). The ERB commented positively on the community engagement activities in the study, and the fact that the researchers adapted the study in response to the feedback. The study also received approval from the Ethical Committee of the Medical Institute of the Chechen State University. It has not yet been submitted to review in DRC, due to an upsurge of violence in the region that has made deferral of the study necessary.
Discussion
The consultation proved feasible despite the challenging security contexts and provided valuable information to the study team. It raised concerns about the proposed study design, highlighted the importance of good communication about the study, and validated some of the measures in the study designed to protect participants. In particular, the findings from the Kitchanga group on the perception of discrimination, together with the local beliefs around random allocation were important to understand. Neither of these issues had been identified in earlier discussions with the field staff.
A strong message from both Grozny and Kitchanga was the importance of explaining the rationale behind the study design to ensure the community understood this well. There was acceptance that programs need to be evaluated, however particularly for those who believed strongly in the value of the counselling, it was difficult to understand why a control group was needed. Facilitators found that acceptance improved as more explanation was given and was better understood in the more highly educated groups; nevertheless the concept of equipoise for the counselling intervention was challenging to explain and may not have been fully understood. This may have impacted on the findings. This limitation is not unlike community perceptions in other settings where the exposure to clinical trials is higher [17] . However there are clearly additional challenges to explain the study in a cross-cultural setting with variable literacy levels and in communities where familiarity with trials and study designs is minimal.
The challenge of achieving truly informed consent and protecting the autonomy of research participants in vulnerable populations is well known [18] . We did not find evidence that therapeutic misconception, whereby participants mistakenly believe the purpose of the research is to treat their disease rather than to generate generalizable scientific knowledge, was a significant risk in the two communities we consulted. This may be due to the fact that the study design involves a wait list rather than a placebo or comparison intervention, and also the fact that the study intervention will continue to be freely available regardless of participation in the research. It may also be that the questions were not designed to identify this risk specifically.
We were however, made aware of additional risks to our research as MSF, where the blurring of roles between humanitarian actor and researcher can impact on autonomy and capacity to make an informed decision [2, 3] . This was expressed by the woman from Kitchanga who indicated that due to all that MSF had given the community, they could not refuse when MSF asked for participation. The right of refusal to consent appeared to be understood by a number of participants, as evidenced by comments that people would refuse to participate or if allocated to the control arm, drop out. There were no references to the possibility that aid would be withheld if someone did not participate. However this woman highlights a sense of moral obligation that would oblige her and others to participate. This is an important issue for researchers to be aware of in conducting the study.
Evaluation of the results
The validity of the community consultation relies very much on how the community of interest was defined for the study, and how representative the participants of the discussion group were of this community. This is a major theme and debate in the wider literature of community engagement [5, 6] . We defined communities on the basis of both geographic area and the target population for our study. As the intervention was aimed at those who had experienced or were experiencing trauma, our target population was broad given the conflict touched all members of the geographic community. We aimed to get feedback from potential clients of the program, as well as the communities' leaders, whether defined by religious affiliation, administrative boundaries or special interests such as women's groups. In Kitchanga people belong to multiple groups, and were potentially represented by more than one leader. We found that the groups of leaders were able to approach the questions from the individual level, 'what is reasonable to ask a study participant' and also see the wider risks/benefits of the study to the broader community. We included medical staff as we felt they had unique insights into the health needs of the population.
Dickert and Sugarman propose an ethical framework for evaluating the results of community consultations based on what they describe as four universal goals of the consultation [19] . As our objectives for the consultation were primarily ethical, we chose to evaluate our results in this framework. The results are shown in Table 1 and illustrate that all 4 goals were at least partially met for both sites. Less was achieved in Grozny, which can be attributed in part to the limited representation of the community.
It is unlikely that we would have achieved these positive results with a less interactive form of consultation such as a survey or information meeting due to the complexity of the research. Compared to the model of Community Advisory Boards (CABs), we were able to achieve broader representation of the community. Our methodology ensured that minority groups and those who have less hierarchy in a community were heard, as we were able to create specific groups for women or other vulnerable groups [20, 21] . It also allowed direct consultation with groups of community leaders [21] . It avoided a known tension in CABs between their role in protecting the community and advancing the research [22] , as participants had no obligation toward the research itself. However CABs offer significant advantages such as involvement along the trajectory of the research, and improved shared responsibility for the research through direct CAB member involvement in the research implementation. While we were able to achieve some ethical and political legitimacy, CABs may be better placed for the linked objectives of capacity building and community empowerment due to the longitudinal nature of their engagement and the opportunity for training and education of members.
Limitations
MSF staff led the consultations, which was a strength as they understood MSF well and could clarify any misperceptions. However, this may have biased some of the respondents towards more positive responses as they wished to please, or at least not offend, either MSF or the counsellors personally. An alternative would have been to hire an outside agency to conduct the consultation, however there were few options for this in either Grozny or Kitchanga. In Kitchanga the frequency of negative comments suggests this was not a major limitation, however in Grozny, it is possible that it was more of a concern where public expression of disagreement is less common. For example, one of the Grozny participants asked a translator not to translate his comment, as it was negative towards the research and researchers. Conversely, in Kitchanga, the role of counsellors as facilitators and/or translators may have influenced the interpretation of the results in the opposite direction, as the local counsellors were uncomfortable with the idea of a control group. We attempted to mitigate this by having a MHO present at all groups. The fact that the groups were not recorded may have resulted in missing some information despite our attempt to compensate for this by having three facilitators in each group. Finally, our methodology was not that of formal focus groups but rather group discussions that promoted interactive communication. This may have affected the validity of some of our conclusions.
Conclusion
Community consultation using an interactive methodology prior to finalising the study design for a mental health intervention trial in two humanitarian settings provided valuable information on unanticipated harms to the community. The consultation resulted in changes in the study design while endorsing other aspects of the study. It served to inform the community of the study, and through engaging with them early, helped promote legitimacy and joint responsibility. This experience reinforces the importance of community consultation before the study design is finalised, highlights the importance of broad community representation and finally suggests that community consultation can reduce the risks to autonomy posed by researchers from humanitarian agencies working with vulnerable populations.
Endnotes
1 A tombola refers to a specific type of lottery whereby tickets are put in a rotating drum to be drawn for prizes. Here participants used the term generically to refer to a lottery or draw.
